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Temperature Mapping Validation Protocol for
(insert name of area to be mapped here)

	
	Name
	Signature
	Date

	Prepared by:
	
	
	

	Authorised by Production Manager, or delegate
	
	
	

	Approved by Quality Manager, or delegate
	
	
	


1 Purpose

1.1 This Validation Protocol is for the purpose of temperature mapping (insert name of area to be mapped) to determine if it maintains temperature (and humidity if applicable) suitable for its intended purpose. The temperature (and humidity if applicable) requirements are (insert temp range here)
Temperature mapping is to be performed according to appropriate SOP.
2 References: 
	Name of document
	Document Control Number

	Insert list of referenced documents
	

	
	


3 Definitions: 
	BMS
	Building Management System (environmental control system for the [client name] Facility)


4 Validation Plan 
	 Environmental conditions 
	Are there any factors affecting the ability of the area to maintain temperature? (eg air-flow, or air-balance? )

	Heat sources
	Validation is to be performed encompassing a period during routine working hours. Staff access is not to be restricted. All equipment in the area is to be operational during routine hours.

Are there any specific heat sources which may have an effect on the temperature of the area to be mapped? (For example, is the cupboard close to an incubator?)

	Temperature monitoring
	How is the area to be temperature monitored?

	Load conditions (Critical Material Storage only).    
	(Name of area to be mapped) will be mapped at both empty and full capacity.

	Environmental control system. 
	Is the area to be mapped environmentally controlled and alarmed?  
24/7, or just during routine working hours? What are the current alarm set points?



	Duration of Temperature Mapping Activity
	Data-Logger timing intervals

	What is the total time period over which the mapping will be conducted and will it be conducted during working hours?
	As per [client document number]. Record interval time here.


5 Preliminary test to determine data-logger locations

(Document how the test was conducted, the results of the test, the best locations for data-loggers. Make sure that there is a data-logger at, or near the probe location if monitored by the BMS).

Record the results of this test, if performed in Appendix A. If this test was not performed, Appendix A is not required.
6 Method
6.1 Materials
	Data-loggers x insert number of loggers required

	Lagging medium (insert type of lagging medium to be used, if applicable)


6.2 Obtain calibration certificates of Data-loggers and check that they are in-date.

6.3 Check that the timing intervals of the data-loggers are correct.
6.4 Place Data-loggers in the area to be mapped, and record their numbers and positions. Data-logger Numbers’ and positions are to be diagrammatically represented in the Validation Report. Make sure that if the area is monitored by the BMS, that a data-logger is placed as near as possible to the BMS probe and record this on the diagram /s.
6.5 Leave the data-loggers in position for the required time-frame. Note that for mapping of a critical material storage area, take note of the day and time that the load is changed from empty to full.
6.6 Download the data-loggers at the completion of the validation and save the data.

6.7 Analyse the data and record the results as per the Validation Temperature Mapping Report Template.

7 Acceptance Criteria
List the acceptable outcomes for all measurable parameters. 
8 Deviations from process

State what actions will be taken if there are any deviations from process when conducting the validation activity.
9 Implementation Plan

List all of the items that may need to be addressed prior to conducting the Validation, for example (but not limited to);
· Preparation of new documents

· Training of staff
10 Document Change History Record

	Document Owner
	Quality Manager


	Version Number
	Section Amended
	Amendment Details
	Date of Approval

	001
	N/A
	New document
	


APPENDIX A
Record the results of the preliminary testing exercise here.
	Document Control Number


	Version Number


	Date Effective
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